
        

                                                                                                                   January 10, 2001

CENTER FOR VETERINARY BIOLOGICS NOTICE NO. 01-01

Subject: Issuance of Licenses

To: Biologics Licensees, Permittees, and Applicants
Veterinary Services Management Team
Directors, Center for Veterinary Biologics
Area Veterinarians in Charge, VS

The purpose of this notice is to bring to the attention of interested parties licenses issued and
terminated during the months of October, November, and December 2000.  These do not
include those licenses reissued to update pertinent information.  A product license has been
issued for each of the following:

10/02/00American Home
Products Corp.,
Est. 112

14R9.27Canine Coronavirus-Parainfluenza-
Parvovirus Vaccine, Modified Live and
Killed Virus

10/02/00American Home
Products Corp.,
Est. 112

14D9.27Canine Distemper-Coronavirus- Parvovirus
Vaccine, Modified Live and Killed Virus

10/02/00American Home
Products Corp.,
Est. 112

1441.27Canine Parainfluenza-Parvovirus Vaccine,
Modified Live Virus

10/02/00American Home
Products Corp.,
Est. 112

13P1.27Canine Distemper-Parvovirus Vaccine,
Modified Live Virus

12/06/00Schering-Plough
Animal Health
Corp., Est. 165A

13D1.20Canine Distemper-Adenovirus Type 2-
Parainfluenza-Parvovirus Vaccine,
Modified Live Virus

10/02/00American Home
Products Corp.,
Est. 112

1331.27Canine Distemper-Adenovirus Type 2-
Parvovirus Vaccine, Modified Live Virus

10/02/00Schering-Plough
Animal Health
Corp.,  Est. 314

1181.20Bovine Rhinotracheitis-Virus Diarrhea-
Parainfluenza3-Respiratory Syncytial Virus
Vaccine, Modified Live Virus

Date
Establishment/

Permittee
Product
CodeTrue Name
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10/23/00Intervet Inc., 
Est. 286

A581.20Chlamydia Psittaci, Modified Live
Chlamydia

10/20/00Synbiotics
Corporation, 
Est. 312A

5F18.01Feline Heartworm Antibody Test Kit

12/20/00IDEXX
Laboratories, Inc.
Est. 313

59A5.00Swine Influenza Virus Antibody Test Kit,
H1N1

10/02/00PanBio InDx, Inc.,
Est. 477

5019.00Canine Borrelia Burgdorferi-Ehrlichia Canis-
Rickettsia Rickettsii Antibody Test Kit

10/02/00American Home
Products Corp.,
Est. 112

46P9.27Canine Distemper-Adenovirus Type 2- 
Coronavirus-Parvovirus Vaccine, Modified
Live and Killed Virus, Leptospira
Icterohaemorrhagiae Bacterin

10/02/00American Home
Products Corp.,
Est. 112

46L9.27Canine Distemper-Adenovirus Type 2-
Coronavirus-Parainfluenza-Parvovirus
Vaccine, Modified Live and Killed Virus,
Leptospira Icterohaemorrhagiae Bacterin

10/02/00American Home
Products Corp.,
Est. 112

46D5.27Canine Coronavirus Vaccine, Killed Virus,
Leptospira Icterohaemorrhagiae Bacterin

10/02/00American Home
Products Corp.,
Est. 112

4639.27Canine Distemper-Adenovirus Type 2-
Parainfluenza-Parvovirus Vaccine, Modified
Live Virus, Leptospira Bacterin

10/23/00Intervet Inc., 
Est. 286

2A46.00Erysipelothrix Rhusiopathiae- Haemophilus
Parasuis-Mycoplasma Hyopneumoniae
Bacterin

11/02/00Willmar Poultry
Company, Inc.,
Est. 365

2052.00Autogenous Bacterial Extract

12/15/00American Home
Products Corp.,
Est. 112

1SN5.20Sarcocystis Neurona Vaccine, Killed
Protozoa

12/15/00Biomune Co., 
Est. 368

19C1.02Salmonella Typhimurium Vaccine, Live
Culture

11/21/00Merial, Inc., 
Est. 298

15R5.R0Feline Leukemia-Rabies Vaccine, Killed
Virus and Live Canarypox Vector

Date
Establishment/

Permittee
Product
CodeTrue Name



10/23/00Intervet Inc.,
Est. 286

A5C1.20Feline Calicivirus, Modified Live Virus
Date

Establishment/
Permittee

Product
CodeTrue Name
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12/20/00IDEXX
Laboratories, Inc.
Est. 313

E9A5.00Swine Influenza Virus, H1N1, Live Virus

12/19/00Maine Biological
Laboratories, 
Est. 240

A9A6.10Swine Influenza Virus, H1N1, Live Virus

10/23/00Intervet Inc.,
Est. 286

A6A1.20Feline Rhinotracheitis Virus, Modified Live
Virus

Date
Establishment/

Permittee
Product
CodeTrue Name

U.S. Veterinary Establishment License No. 477 was issued on October 2, 2000, to the
following:

PanBio InDx, Inc., 1756 Sulphur Spring Road, Baltimore, Maryland 21227
MAIL:  PanBio InDx, Inc., 1756 Sulphur Spring Road, Baltimore, 
Maryland 21227

The establishment license for LaBelle Associates, Inc., Est. 396A, was terminated without
prejudice on November 21, 2000.  The following product licenses previously issued to LaBelle
Associates, Inc., Est. 396A, were reissued to LaBelle Associates, Inc., Est. 396, on
November 21, 2000:

Bovine IgG, Code 3606.00

Bovine IgG-Escherichia Coli Antibody, Bovine Origin, Code 3610.00

Escherichia Coli Antibody, Bovine Origin, Code 3524.00

The following product licenses for Pfizer Animal Health, Est. 189, were terminated without
prejudice on June 13, 2000:

Rabies Vaccine, Killed Virus, Code 1905.22

Actinobacillus Pleuropneumoniae-Bordetella Bronchiseptica-Erysipelothrix 



Rhusiopathiae Bacterin, Code 2105.00

Salmonella Choleraesuis Bacterin, Code 2781.00

The following product licenses for Grand Laboratories, Inc., Est. 303, were terminated without
prejudice on October 5, 2000:
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Escherichia Coli Antibody, Equine Origin, Code 3526.01

Clostridium Perfringens Type C Antitoxin-Escherichia Coli Antiserum, Equine
Origin, Code 6212.00

Clostridium Chauvoei-Septicum-Novyi-Sordellii-Perfringens-Types C&D,
Haemophilus Somnus Bacterin-Toxoid, Code 7423.00

Haemophilus Somnus Bacterin, For Further Manufacture, Code B659.00

Actinobacillus Pleuropneumoniae-Haemophilus Parasuis-Pasteurella Multocida 
Bacterin, For Further Manufacture, Code B674.00

The following product licenses for American Home Products Corporation, Est. 112, were
terminated without prejudice on December 20, 2000:

Anaplasmosis Vaccine, Killed, Code 1005.50

Bovine Rhinotracheitis-Virus Diarrhea-Parainfluenza3 Vaccine, Killed Virus,
Code 1175.20

Bovine Rhinotracheitis-Virus Diarrhea-Parainfluenza3-Respiratory Syncytial
Virus Vaccine, Killed Virus, Code 1185.20

Canine Distemper-Adenovirus Type 2-Parainfluenza Vaccine, Modified Live 
Virus, Code 13C1.20

Canine Parainfluenza-Bordetella Bronchiseptica Vaccine, Modified Live Virus,
Avirulent Live Culture, Code 14M1.00

Canine Corona-Parvovirus Vaccine, Modified Live and Killed Virus, 
Code 14R7.20

Feline Panleukopenia Vaccine, Killed Virus, Code 1565.20



Feline Rhinotracheitis-Calici-Panleukopenia-Chlamydia Psittaci-Rabies Vaccine,
Modified Live Virus & Chlamydia & Killed Virus, Code 1619.20

Feline Rhinotracheitis-Calici-Panleukopenia-Chlamydia Psittaci-Rabies Vaccine, 
Modified Live Virus & Chlamydia & Killed Virus, Code 1619.21

Feline Rhinotracheitis-Calici Vaccine, Modified Live Virus, Code 16C1.20
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Feline Rhinotracheitis-Calici-Panleukopenia Vaccine, Killed Virus, 
Code 16D5.21

Feline Rhinotracheitis-Calici-Panleukopenia Vaccine, Modified Live & Killed
Virus, Code 16D7.20

Feline Rhinotracheitis-Calici-Panleukopenia-Chlamydia Psittaci Vaccine,
Modified Live Virus & Chlamydia & Killed Virus, Code 16E7.20

Feline Rhinotracheitis-Calici-Panleukopenia-Chlamydia Psittaci Vaccine, Killed 
Virus & Modified Live Chlamydia, Code 16E7.21

Feline Rhinotracheitis-Calici-Panleukopenia-Rabies Vaccine, Modified Live & 
Killed Virus, Code 16T9.20

Parvovirus Vaccine, Modified Live Virus, Code 18M1.20

Campylobacter Fetus Bacterin, Code 2862.10

Haemophilus Somnus-Pasteurella Haemolytica Bacterin, Code 2A60.00

Canine Distemper-Adenovirus Type 2-Parainfluenza Vaccine, Modified Live
Virus, Leptospira Bacterin, Code 4659.20

Tetanus Toxoid, Killed Culture, Code H601.00

/s/Richard E. Hill, Jr.

Richard E. Hill, Jr.
Director
Center for Veterinary Biologics




